@
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lta.
Formuiation Unit-6
Vill. Knol, Nalagarh Road, Badd;i,

CEPTUDPUKAT AHAJIN3A

Distt. Solan, H.P., 173 205, INDIA
Tzl +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
HpoayxTr: Keropoa™ Dxenpecc (ketoponak) TabaeTku, IMCNeprupyemble B noJocTy pra, 10 mr
Batch No / : V2101805 Batch Quantity / : 252.000KG
Cepus Ne Obbem cepun

Analytical Report No / : 890001553954 Date of Analysis / : 10.11.2021
AHajuTuyeckuii oTuer No Jara ananmnia

Date of Manufacture / : Oct-2021 Date of Expiry/ : Sep-2023
JaTa mpousBoacrea Topen no

Analysis performed according ND / Ananaus nposegen mo HJI: JI[1-004929-011119

Pagel1of6/Crp.1u36

No ] ;
Ne Test / [Tokasarens Results / Pe3yabTaThi Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyriele, nnockue Kpyribie, ninockue tadnetku ¢ dackoi,
TabneTky ¢ dhackoii, CBETIO- CBETIO-XKETOr0 IBETA ¢ IPaBUPOBKOI
XKEJITOTO [BETA C IPaBUPOBKOMN «I» Ha OIHOM CTOPOHE.,
«l» Ha OJIHOI CTOpOHE.
2 Identification / HoannuHoOCTE
Ketorolac / Kemoponax
a) Byuv/ Complies / CooTBeTcTBYET UV spectra of the test solution and

ketorolac tromethamine standard
solution should have peaks at the same
wavelength (= 2 nm). / V®-cnektpsl
HOIVIOLIEHHA UCIIBITYEMOTO PacTBOpa U
pacTBOpa  CTaHOApPTHOTO obpasua
KETOpoJlaka TPOMETAMHUHA  JOJIKHBI
HMEeTh MaKCUMYMBI IIPY ONHON M TOI xe
IUTMHE BOJHEI (£ 2 HM).

Y®-cnektpodoromeTpus

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

Remarks : The Product conforms to ND/
ITpumeuanne: Iponykr cooTBeTcTBYeT TpeboBannam HJI

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToeieHo: ITporepeno: Onobpeno: Menenzkep / PykoBoaurens
Ankit éj Pardeep Kumar « ~L Pawan Kumar g\/

Print Date / Print Date / Print Date / '

Hara: 10.11.2021 Jara: 10.11.2021 Jara: 10.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




@e Dr. Redidv's Laboratories Lic,
dd / °® Formulation Unit-€
Dr. Re y S 0. CEI{TIFIC\rl‘F OF ANAIL YSIS Vill. KhOI, Naiagarh Road, Badd:
—————— "= Djstt. Solan, H.P, 173 205, INDIiA
CEPTHOUKAT AHATM3A Tel : +91 98166 56001-02

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Mpoayxr: Ketopos™ Dkenpece (ketoponak) TabueTky, AMcnepriupyeMbie B nojocty pra, 10 mr
Batch No / : V2101805 Batch Quantity / : 252.000 KG
Cepug Ne Ob6bem cepun

Analytical Report No / : 890001553954 Date of Analysis / : 10.11.2021
AnannTuyeckuii oryer Ne Jara ananuza

Date of Manufacture / : Oct-2021 Date of Expiry / ¢ Sep-2023
JaTta npoussoacrea TI'omen no

Analysis performed according ND / Ananus nposexen no HJI: JII1-004929-011119

Page20f 6/ Crp.2 13 6

Test / lNoka3saTtean Results / PesyabpTaThl Specification / Hopma

No
No

b) By HPLC/BD2XX Complies / CooTeTcTBYET The retention time of the main peak on
the chromatogram of test solution
should correspond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpemsa ynmepxuBaHuA
OCHOBHOIO NHKAa Ha XpoMaTtorpamMme
MCOBITYEMOTO  pacTBOpa  JOJDKHO
COOTBETCTBOBATL BpEeMeHH
YIEp)KUBaHHUS OCHOBHOIO IHKa Ha
Xpomarorpamme pacTBopa
cTangapTHoro ofpasua KeTopoJjaka
TpOMeTaMHUHa (pazzen
«KonyecTBeHHOE OTIpe/ie/ieHUEY).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

ITpumeyanve: [TpoaykT cootBercTBYeT TpeboBaHusaM HJI 3akmwuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Hoarororneno: IlpoBepeHo: cﬁ/ Onobpeno: Menemkep / PykoBoauresns

Ankit / A Pardeep Kumar t Pawan Kumar
(-

Print Date / Print Date / Print Date /
JHara: 10.11.2021 Jara: 10.11.2021 Jara: 10.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Lt

‘.o
? 2@ Formulation Unit-5
Dr- Reddy s .. Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS
Distt. Solan, H.P., 173 205, INDIA
CEFTUPUKAT AHATM3A Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Hpoaykr: Keropon” Dkenpece (Ketoponak) TabneTkH, AHCNEprupyemsle B HOI0CTH pTa, 10 Mr
Batch No / : V2101805 Batch Quantity / : 252.000 KG
Cepns Ne Ob6bem cepun

Analytical Report No / : 890001553954 Date of Analysis / : 10.11.2021
AHanuTHYeCKHIT oTyeT No Jara ananusza

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
Jara nponsBoacTea I'ogen xo

Analysis performed according ND / Ananuz nposenen no HJI: JITT-004929-011119

Page30f6/Crp.3u3 6

No
Ne
3 Identification Complies / CooTBeTcTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoaauHHOCTH butylhydroxyanisole peaks on the
Oy THIrHAPOKCHAHU30JT chromatogram of the test solution
should correspond by the retention times
to  2-butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"
section). / BpeMena ymepxuBanus
IIUKOB  2-OyTHITHApPOKCHAHM3ONA |
3-6yTUNTHAPOKCHAHU30IIA Ha
XpoMarorpaMme UCTIBITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBATH
BpeMeHaM yIAepKHUBaAHUSA MMHUKOB
2-0yTHITHNPOKCHAHKU30JIA u
3-OyTHIrMAPOKCHAHKU30IA Ha
XpoMaTorpaMme pacTBopa
CTaHA@PTHOTO obpasua
Oy THNTHAPOKCHAHU30J1a (pazmen
«Copepxanue
OYTHIIrMIPOKCHAHM30IE)).

Test / [lokasaTens Results / PesyabTaTsl Specification / Hopma

4 Average weight / Cpeguss 69.7 mg/ 69.7 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot167,2 mr g0 72,8 mr (70,0 Mr = 4,0 %).

Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OnHOPOAHOCTE MacChl 2/20 tablets - not more than = 20 % /
18/20 Tabnetok — ne Gonee + 10 %
2/20 tabnetox — He Gonee + 20 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[MTpumeuanue: Ilpoaykr coorBercTBYET TpeGOBanuam HJJ 3aknawyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ilonrorornexo: IIpoeepeno: b Onobpeno: Menemxep / PykoBoautenn
Ankit ij Pardeep Kumar Qqﬁ;" Pawan Kumar X___'

-
Print Date / Print Date / Print Date /
Hara: 10.11.2021 Hara: 10.11.2021 Hara: 10.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Recdy's Laborataries Ly

o B S
! e ormulation Un'i-<
Dr’ Reddy S o. CERTIFICATE OF ANALYSIS Vill. Khoi, Nalagarn koad, Badci,

CEPTU®HUKAT AHAJIN3A Distt. Solan, H.F.,, 173 %05, INDLa,
Tzl : 491 98165 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
[poayxt: Keropon" Dkenpece (ketoponak) TabieTku, AMerneprupyemsie B nosnoctu pra, 10 Mr
Batch No / : V2101805 Batch Quantity / : 252.000 KG
Cepus Ne O0nem cepun

Analytical Report No / : 890001553954 Date of Analysis / : 10.11.2021
AHanuTH4ecKui oTyeT Ne Jdata anannza

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
Jara npousBojacTBa TI'ogen no

Analysis performed according ND / Anasms nposenen no HJI: JI1-004929-011119

Page4 of 6 / C1p. 4 u3 6

1;,00 Test / [oxa3sarenan Results / Pe3yanTaThl Specification / Hopma
5 Disintegration time / 00 min 37 sec / 00 mMuH 37 cek Not more than 3 min / He Gonee 3 Mun
Pacnapaemoctn
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 102 % Not less than 75% (Q) of
. C1sH13NO3<C4H ;| 1NO;3 (ketorolac
Unit-2 / Tabnr-2 1021 tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 105% 75% (Q)  CisHisNOs*C4H;NOs
) (xeToponaka  TPOMETaMMH)  Hepe3
Unit-4 / Ta6n-4 103 % G
Unit-5 / Tabn-5 99%
Unit-6 / Tabn-6 105 %
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
HucnepcHocTn 710 pm sieve is formed. / O6pazyercs
OJHOPOMHAsA CYCIICH3Ws, MPOXOIAIIAs
CKBO3b CHUTO C pa3sMepoOM OTBEPCTH
710 MKM.
8 Related impurities / PoacTeextble npumecu
ketorolac 1-hydroxy analog / Less than LOQ (0.0032%) Not more than 0.5 % / He 6oxnee 0,5 %
1-runpokcuananor
KETOpOJIaKa
ketorolac 1-keto analog/ 0.03% Not more than 0.5 % / He 6onee 0,5 %
1-keToaHaNOr KETOpOJaKa
Any unidentified impurity / 0.04% Not more than 0.5 % / He 6onee 0,5 %
eIUHUYHasA
HeueHTUQUIUPOBaHHAs
pUMech
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [lpomgykT coorBeTcTBYeT TpeGopanuam HJJ 3axiauyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IlonrororneHo: IIporepeno: i Onobpeno: Menemxkep / PykoBoaurens
Ankit {_//:l Pardeep Kumar <=~ Pawan Kumar );V
=, = -
Print Date / Print Date / Print Date /
Hara: 10.11.2021 Hara: 10.11.2021 Jara: 10.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr. Reddy's Laboratories Lt

Qe
, .. Formuiation Uniz-&
Dr.Red dY S ‘.‘ CERTIFICATE OF ANALYSIS Vili- Khol, Nalagarh Road, Badd,

CEPTHOHUKAT AHAJIM3A Distt. Solan, H.P., 173 %05, INDIA
Tz :+01 82166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com ]
Ipoayxr: Kertopon™ Dkenpece (ketoponak) TableTKu, JUCneprupyemMble B NoaocTH pra, 10 mr

Batch No / : V2101805 Batch Quantity / 1 252.000 KG

Cepus Ne O6bem cepun

Analytical Report No / : 890001553954 Date of Analysis / : 10.11.2021
AHanuTHYeCKHH oTueT Ne JaTta ananusa

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023

Jara nponseoacTBa TI'ogen no

Analysis performed according ND / Anaans nposexen no HJ: JIT1-004929-011119

PageSof6/Crp.5u3 6

1;.00 Test / IlokasaTenn Results / PesyabTarsl Specification / Hopma
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit

9 Water / Bona 1.6 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4uHble 0praHuvecKne pacTBOPUTENH

Isopropyl alcohol / 6 pg/Tab Not more than 350 pg/tab /
H3zonponanon He 6onee 350 mkr B Tabnetke

11 | Microbial enumeration tests / MuxpoGHoorudeckasi 4HcToTa

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obuiee uncno Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MUKPO-

OpraHHU3MOB

b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O61ee Memnee 10 KOE/r He 6onee 100 KOE/r

YHCJIO JPOXIKEBBIX U
IUTECHEBBIX T'PHOOB

¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTtcyTcTBYeT OtcytctBUe B 1 T
12 Uniformity of dosage units / 5.0 Acceptance value (AV) not more than

OpaHopoaHocTh 15.0 / TlpuemouHoe 3HayeHue (AV) He
J03HPOBAHHSA 6onee 15,0.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

[pumeuanue: Ipoaykr coorBeTcTBYeT TpeGoBanuam HJI 3axmouenue: OJTIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

HoaroroseHo: IIpoBepeHo: ; OnobpeHo: Menemxep / PykoBoauTens

Ankit CQ Pardeep Kumar c:,(;- - Pawan Kumar

Print Date / Print Date / Print Date /

Hara: 10.11.2021 Jara: 10.11.2021 Hara: 10.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lig.
Formuiation Unit-2

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDiA

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Www.drreddys.com

Hpoaykr: Ketopon™ Skenpece (ketoponak) TabneTku, Aucnepripyemsie B MoNocTH pra, 10 mr
Batch No / : V2101805 Batch Quantity / ¢ 252.000 KG
Cepusa Ne O0Bem cepun

Analytical Report No / : 890001553954 Date of Analysis / : 10.11.2021
AHanuTHYeCKHI oT9eT No Jara apanuza

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
Jara nponsBoacrea I'ogen no

Analysis performed according ND / Aunanus nposegen mo HJI: JII1-004929-011119

Page 6 of 6/ C1p. 6 u3 6

1}00 Test / ITokasarenn Results / Pe3ynabTaThi Specification / Hopma
13 Assay / KonuuecrBenHoe 9.8mg /9.8 mMr From 90mg to 11.0mg of
onpeaeneHne (98.3 %) CisHisNO3*CsH | NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
pi(¢] 1 1,0 Mmr C15H13NO3'C4H11N03
(xetoponaka TpoMeramuH) (ot 90,0 mo
110,0 % oT 3asBIE€HHOr0 KONMYECTRA) B
TabneTke
14 | Butylhydroxyanisole 0.0973 mg/tab / Not less than 0.042 mg/tab /
content / ConepxaHue 0.0973 mr B TabneTke He menee 0,042 mr B Tabnerke
6yTHIITMAPOKCHAHM30/1a
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsina blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1
desiccant/HDPE) foil / (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / ITo 10
information leaflet in a carton | Tabnetok B Gnuctepe us (ITA/AJI/IID ¢
pack. / Tlo 10 Tabnerox B | Bnaromornorurenem/II3BII) domeru //
baucrepe w3 (MTA/AJVIID ¢ | (II3/AJ]) ponsra. Io 1 wiu 2 6nucrepa
Biaronornotutenem/[12BIT) C MHCTPYKIMEH IO NPUMEHEHHIO B
Goneru // (TT1S/AJT) donsru. [lo | nauky kapTOHHYIO.
2 GihcTepa ¢ HHCTpYKUMeH 110
NPUMEHEHUIO B IEEINY
KapTOHHYIO.
16 | Labeling / Mapkuposka According to ND / B cooterctun ¢ HJI
17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Boime 25 °C.
XpaHenue
18 | Shelf life / Cpok ronuocru 2 years /2 ropa

Remarks : The Product conforms to ND/
Tlpumeyanwe: TIponykT cootBetcTBYeT Tpebopanuam HJI

Conclusion : APPROVED /
3akmouenne: OTIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoproroeneno; IlpoBepeHo: Onobpeno: Menepkep / Pykooaurens
Ankit /A Pardeep Kumar = Pawan Kumar

Print Date / Print Date / Print Date /

Hara: 10.11.2021 Hara: 10.11.2021 Hara: 10.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




